
825 Challenger Orwe 

Green Bay, WI 54311.8328 

Ph 910 469.1113 

fax 888-570~6460 

www enzv tom 

Enzymat icTherapy 
NATURAL MEDICINES” 

Janwy 24, 2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS S 10 
Center for Food Safety and Applied Nutrition 
Food atid Drug Administration 
5 100 Paint Branch Parkway 
(‘[)I IC>!C I’J1~1\. MD 207-K) 

RE: Label Claims/Disclaimers 

Dwr Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive. Green Bay, Wisconsin 54311 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Dru g and Cosmetic Act. Enzymatic 
Tkr~~l)~. 1~. w~shcs to take advantage of the exemption to section Xi(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market ilt the immediate future, and may be exploratory in nature. 

PRODUCT NAME 

F 
STATEMENTS INGREDIENT(S 

WHICH THE CLAIM 
REFERS 

AM/I’M Menopause Black Cohosh (Cimicifuga racemosa) Black Cohosh (Cimicifuga 
FormulaTM* Root Extract for relief of menopausal racemosa) Root Extract 

symptoms* Rand Rhizome Extract L.--.- _______ 

1 ccrti t‘y that the information contained in this notice is complete and accurate and that Enzymatic 
‘1‘1~1 .I;>}‘, Inc. has substantiation that the statements are truthful and not misleading. 

By: _ 
+u?lec 

Robert Dostet 
Title: Senior Vice President of Scientific Affairs 

I)‘llC. /- =?L/-0 4 

it yuu Ij;~vt: any questions. please contact Robert Doster. Senior Vice President of Scientific Affairs at 
(920) 106-360s. 



825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph. 920-469-1313 

Fax: 888-570-6460 

www.enzy.cos 

EnzymaticTherapy 
NATURAL MEDICINES@ 

January ?I,2004 

OffIce of Nutritional Products, Label ing & 
Dietary Supplements, HFS S 10  
Center for Food  Safety and  Applied Nutrition 
Food  and Drug Administration 
5  100  Paint Branch Parkway 
College Park, MD 20740 

RE: Label  Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to not@ you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 82.5 Challenger Drive, Green Bay, W isconsin 543  11  has a  label that contains a  
statement provided by section 403(r)(6) of the Federal  Food,  Drug and  Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20  1  (g)(l)(C) of the act and  comply 
w-ifl~ section 403(r)(6) of the act. These claims are not necessarily for a  product we currently market or 
plan to market in the immediate future, and  may be  exploratory in nature. 

pRODUGT NAME 

AM/PM Menopause 
FwmulaTM* 

I- 
I 

; 

STATEMENTS fNGREDIENT(SlTO 
W H ICH THE CLAIM 

REFERS 
Ginseng (Panax ginseng} Root Ginseng (Panax ginseng) 
Extract Phytosomem to support Root Extract 
energy levels and relieve menopausal  PhytosomeTM 
symptoms.* 

I certify that the information contained in this notice is complete and  accurate and  that Enzymatic 
Therapy, Enc. has substantiation that the statements are truthful and  not m isleading. 

By: jLfa?&J 
Robert Dbster 

T itle: Senior Vice President of Scientific Affairs 

Ifyou have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608.  

M ichael P. Devereux 
Chief F inancial O fficer 



825 Challenger Drivl 

Gwen Bay, WI 54311-832 

Ph: 920-469-131 

Fax: 888-570-646 

www.enry.tor 

EnzymaticTherapy 
NATURAL MEDICINES@ 

January 25,2004 

O f&e of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) ofthe Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 l(g)(l)(C) of the act and comply 
with section 403(r)(6 j of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

STATEMENTS INGREDEENT(S)TU 
WHICH TWE CLAIM 

REFERS 
Green Tea (Camellia sinensis) Leaf Green Tea (Camellia 
Extract to support women’s health and sinensis) Leaf Extract 
energy levels.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: 1 h5?oL/ 

Ifyou have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Chief Financial O fficer 



/ EnzymaticTherapy 
NATURAL MEDICINES@ 

January 27,2004 

Gfftice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/DiscIaimers 

Dear Sir or Madam: 

This Ietter is to notify you that the fohowing product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) ofthe Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 l(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

STATEMtENTS 

Effective in relieving hot flashes* 

1 
INGREDIENTWI-0 7 

WHICH THE ClAMl 
REFERS 

Ginseng (Panax ginseng) 
Root Extract 
PhytosomeN 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Ifyou have any questions, pIease contact Robert Doster, Senior Vice President of Scientific AtfBirs at 
(920) 406-3608. 

Sincerely, P 

82s Challenger Drive WP*b+ 

Green Bay, WI 543114328 Michael P. Devereux 
Chief Financial Officer 

\ 

Ph: 920-469-1313 

fax’ 888-570-6460 

www.enzy.com 



825 Challenger Dwe 

Green Bay, WI 54311.8328 

Ph 920-469-1113 

FIX. X88-570-6460 

Enzymatic-Therapy 
NATURAL MEDICINES@ 

O l‘l’icc 10,f NtIlrilional Products, Labeling & 
Dietary Supplements, HFS 810 
Cenkx for Food Safety and Applied Nutrition 
FooJ 2nd Drug Administration 
5 100 kirlt Branch Parkway 
College Park, MD 20740 

RE: Label Clairns/DisclaiIners 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy. Inc. at S25 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, DIN, c (7 ,md Cosmetic Act. Enzyinatic 
Therapy, Inc. \vishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
Lvith section 407(r)(6) of the act. These claims are not necessarily for a pl-oduct we currently market OI 

plun to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME STATEMENTS 

AM/PM Menopause Enhances endurance and 
FormulaTM* resistance to stress* 

INGREDIENT(S 
WHICH THE CLAIM 

REFERS 
G inseng (Panax ginseng) 
Root Extract PhytosomeTM 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
‘l‘hctrapy, Inc. has substantiation that the statements ;IIX truthful and not misleading. 

By: #J-@&J- 
Robert Doste~ 

Title: Senior Vice President of Scientific Affairs 

II‘ you k~vc any questions, please contact liobert Doster, Senior Vice President of Scientific Affairs at 
(030) 406-360s. 



8~s Challenger Drive 

Green Bay, WI 54311-8328 

Ph. 920-469-1313 

Fax. X88-570.6461 

www.enzy.cor 

EnzymaticTherapy 
NATURAL MEDICINES” 

January 28,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, an&or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 1 I has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 1 (g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

STi%TEMEMTS 

- 
ergogenic aid, effective in 

supporting overall health, 
performance and reducing fatigue* 

- 

FormulaTM* ’ 
- 

CNGREDiENT(SbTO 
WHICH THE CLAIM 

REFiERS 
Green Tea (Camellia 
sinensis) Leaf Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthfU1 and not misleading. 

By: I 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, pIease contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

January 28,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 1 (g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME 

AM/PM Menopause 
FormulaTM* 

STATEMENTS 

Supports improved mood and 
relaxation* 

9NGREDIENTlSITO 

t 
WHICH THE CLAIM 

REFERS 
Black Cohosh (Cimicifuga 
racemosa) Root Extract 
and Rhizome Extract 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, inc. has substantiation that the statements are truthful and not misleading. 

By.: 
j2Jela-c 

Robert Doster 
TitIe: Senior Vice President of Scientific Affairs 

Date: dW/oY, 

Ifyou have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 



825 Challenger Drive 

Green Bay, WI  54311.8328 

Ph: 920-469-1313 

Fax. 888.570.646C 

www.enzy.colr 

EnzymaticTherapy 
NATURAL MEDICINES” 

January 28,2004 

Office of Nutritional Products, Labding & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 54311 has a  label that contains a  
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403{r)(6) of the act. These claims are not necessari ly for a  product we currently market or 
pkan to market in the immediate future, and may  be exploratory in nature. - 

PRODUCT NAME STATEMENTS INGREDIENTISlTO 
W H ICH THE CLAIM 

REFERS 
Supports improved mood  and G inseng (Panax ginseng) 
relaxation* Root Extract 

PhytosomeTM 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthfirf and not m isleading. 

By: - 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ‘&loY 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

M ichael P. Devereux 
Chief Financial Offker 
h  hmn l hh.nnna,,pr ~nnnnl:4 I& 



825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph. 920-469-1313 

Far: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICO 

January 28,2004 

OffIce of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Cla.ims/Disciaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a  label that contains a  
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 1  (g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessari ly for a  product we currently market or 
plau to market in the immediate future, and may  be exploratory in nature. 

PRODUCT NAME STATEMENTS INGREDIENT(S 
W H ICH THE CLAIM 

REFERS 
Supports improved mood and L-Theanine 
relaxation* 

1  certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not m isleading. 

By: I 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

M ichael P. Devereux 
Chief Financial Officer 



825 Challenger Drive 

Green Bay, WI 54311-8321 

Ph. 920-469-131 

Fax: 888-570-646' 

www.enzy.cor 

3zymaticTherapy 
NATURAL MEDICINES@ 

January 29,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Cemer for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 1 (g)(l)(C) of the act and comply 
witln section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plau to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME STATEMENTS ZNGREDIENT~S~TO 
WHICH TYE CLAIM 

EZfef.. when combined ..~ 
Traditionally used for sleep aid; 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: c/a~hV 

Ifyou have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 
hl\Aimrl hA“nOn:,1,9C Fnrmtln 1?* 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax. 888-570-6460 

www.enzy.tom 

EnzymaticTherapy 
NATURAL rk4mciNw 

January 29,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 IO 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 2 00 Paint Branch Parkway 
College Park, MD 20740 

RE: Label CIaims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 1 (g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME STATEMENTS INGREL)IENT(SbTO WHICH 
THE CLAM REFERS 

AM/PM Menopause A series of open clinical studies Black Cohosh (Cimicifuga 
FormulaTM* in more than 800 subjects racemosa) Root and 

demonstrated good efficacy of Rhizome Extract 
black cohosh extract in relieving 
hot flashes.* L L J 

f certifjr that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
-p&!&4 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: i/J LI)hq I 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific AKairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



825 Challenger Drive 

Green Bay, WI  54311.8328 

Ph. 920-469-1313 

fax: 888.570.646C 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

January 29,2004 

Office of Nutritional Products, LabeIing & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a  label that contains a  
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 1  (g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessari ly for a  product we currently market or 
plan to market in the immediate future, and may  be exploratory in nature. 

~ 

PRODUCT NAME STATEMENTS INGREDIENT(S W H ICH 
THE CLAIM REFERS 

AM/PM Menopause Several double blind, placebo- Black Cohosh (Cimicifuga 
FormulaTM* controlled studies also racemosa) Root and 

demonstrate that black cohosh Rhizome Extract 
extract is beneficial in relieving 

l- menopausal  symptoms.* 

1  certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not m isleading. 

-.I 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: i d_L’ QL I I/ i 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

‘~v~u~ ‘+ 
Chief Financial Off&r 



825 Challenger Drw 

GreenBay, WI 54311-832 

Ph. 920-469-131 

fax: 888-570-646 

www.enzy car 

EnzymaticTherapy 
NATURAL MEDICINE 

January 29,2004 

Ofice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
CoIlege Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a 
statement provided by section 403{r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, inc. wishes to take advantage of the exemption to section 20 1 (g)( 1 )(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME 

AM/PM Menopause 
FormulaTM* 

L 

STATEMENTS 

A randomized, placebo-controlled, double- 
blind study compared women who took 
standardized black cohosh extract with 
women taking conjugated estrogen or a 
placebo. At the end of the study, the 
women taking the standardized black 
cohosh extract showed improvement 
relative to the placebo as measured by the 
Kupperman Menopausal Index, the 
Hamiltion Anxiety Scale, and the 
maturation index of vaginal epithelium.” 
No clear improvement of menopausal 
complaints was observed in the control 
group. This study demonstrated clinical 
and statistical improvement of symptoms 
by the women taking the standardized 
black cohosh extract.* 

1NGREDlENTIS)TO 
WHICH THE CLAIM 

REFERS 
Black Cohosh 
[Cimicifuga racemosa) 
Root and Rhizome 
Extract 



825 Challenger Drive 

Green Bay, WI  ~4311-832.4 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

kimmy 29,2004 

Offke of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a  label that contains a  
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 1  (g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessariIy for a  product we currently market or 
plan to market in the immediate future, and may  be exploratory in nature. 

- fkODUCT NAME 

AM/PM 
Menopause 
Formula”* 

STATEMENTS 

A double-blind, placebo-controlled study with 384 
symptomatic postmenopausal  women showed a 
tendency towards slightly better overall symptom 
relief, and a  significant improvement in mood and 
well-being after supplementat ion of ginseng 
extract for 16 weeks.* 

T 
t Ginseng (Panax 

ginseng) Root 
Extract 
PhytosomeTM 

i 
I certify that the information contained in this notice is complete and accurate and tflat Enzymatic 
Therapy, Inc. has . ‘o 

By: 
~~~ 

that the statements are truthful and not m isleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608.  

SinGk p . be 

M ichael P. Devereux 
Chief Financial Officer 



825 Challenger Drive 

Green bay, WI  54311-8328 

Ph. 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

.ranuary 30,2004 

Offrce of Nutritional Products, Label ing Sr. 
Dietary Supplements, HFS 8  10  
Center for Food  Safety and  Applied Nutrition 
Food  and Drug Administration 
5  100  Paint Branch Parkway 
College Park, MD 20740 

RE: Label  Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to noti@ you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825  Challenger Drive, Green Bay, W isconsin 543  11 has a  label that contains a  
statement provided by section 403(r)(6) of the Federal  Food,  Drug and  Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20  1  (g)(L)(C) of the act and  comply 
with section 403(r)(6) of the act. These claims are not necessarily for a  product we currently market or 
plan to market in the immediate future, and  may be  exploratory in nature. - 
1  I 

1  

PRODUCT NAME 

&M/PM Menopause 
FormulaTM* 

STATEMENTS 

Green tea is a  dried product of 
the fresh shoot of the tea plant 
(Camellia sinensis) from which 
numerous biological activities 
have been reported. One 
component  is caffeine. Caffeine 
has been extensively studied as 
an ergogenic (energy producing) 
aid. It has shown consistent 
ergogenic effects for the support 
of overall health, stamina, and the 
reduction of fatigue.* 

fNGREDfENT(SfTO 
W H ICH THE CfmAffUf 

REFERS 
Green Tea (Camellia 
sinensis) Leaf Extract 

I certify that the information contained in this notice is complete and  accurate and  that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and  not m isleading. 

-#de&4 
By: 

Robert Doster 
T itle: Senior Vice President of Scientific Affairs 



825 Challenger Drive 

Green Bay, WI 54311-8128 

Ph. 920-469-1313 

fax. 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

January 30,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 IO 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Pa&way 
College Park, MD 20740 

I-E: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 l(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME 

FormulaTM* L 

STATEMENTS INGREDIENT(S 
WHICH THE CLAIM 

REFERS 
A 1998 study indicates that green Green Tea (Camellia 
tea supports women’s breast sinensis) Leaf Extract 
health in a variety of ways.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthiirl and not misleading. 

By: I 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Offricer 



825 Challenger Drive 

Green Bay, WI 54311.8328 

Ph: 920-469-1313 

Fax: 888-570-8460 

EnzymaticTherapy 
NATURAL MEDICINES” 

January 30,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HF.9 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 82.5 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT,NAME I 3 \i ,C,‘, ~‘y <:. “. ” ’ : ,;A~ ., 
;,; ,, : : ,... 

,: ‘.: ‘1, _\, .,‘.i, ,, *_ I~ ;\ _- ̂ ; :, _\j.’ _I 1 
AM/PM Menopause 
ForrnulaTM* f lavonoids and polyp henols, 

namely, catechins and flavonols. 
The catechins, also know as tea 
polyphenols, which occur in 
significant quantities in green tea, 
are catechin, epicatechin, 
gallocatechin, epigallocatechin, 
epicatechin gallate, and 
epigallocatechin gallate (EGCG). 
A study has indicated that EGCG 
supports healthy breast cell 
development.* 

Green Tea (Camellia 
sinensis) Leaf Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

jkfi4eaL 
By: - 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

- 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 



82s Challenger Drlvf 

Green Bay, WI 54311-8~ 

Ph: 920-469-131: 

EnzymaticTherapy 
NATURAL MEDICINES@ 

January 30,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Ceuter for Food Safety aud Applied Nutrition 
Food and DN~ Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 1 (g)(l)(C) of the act and comply 
with section 403{r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME 

AM/PM Menooause 
FormulaTM* ’ 

STATEMENTS INGREDiENT(S 
WHICH THE CLAM4 

REFERS 
Valetian (Valeriana ufficinalis) has Valerian (Valeriana 
been rep&-led to have sleep. officinalisj Root Extract 
inducing and calming effects in in- 
vivo studies and clinical trials.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation at the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: i I.30 10 y 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

EnzymaticTherapy 
NATURAL MEDICINES” 

January 3  1) 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 IO 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Ciaims/Disciaimers 

De,ar Sir or Madam: 

This letter is to notify you that the foIlowing product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a  label that contains 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessari ly for a  product we currently market or 
plan to market in the immediate future, and may  be exploratory in nature. 

L 

-PRODUCT NAME .STATEMENTS INGREDIENTtSITO 
W H ICH THE CLAIM 

REFERS 
AM/PM Menopause A placebo-controlled, crossover trial of Valerian (Valeriana 
Formula”* 128 volunteers reported 400 mg  of officinalis) Root Extract 

valerian extract at bedtime led to 
improved sleep quality, decreased sleep 
latency, and reduced the number of night 
awakenings.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has that the statements are truthful and not m isleading. 

By: I 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

D&e: 1  3i I I oy  

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

M ichael P. Devereux 
Chief Financial Offtcer 



825 Challenger Drive 

Green Bay, WI 54311.8328 

Ph: 920-469-1313 

Fax. 881X70-6460 

EnzymaticTherapy 
NATURAL MEDICINES” 

January 3 I,2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutritiou 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, inc. wishes to take advantage of the exemption to section 20 1 (g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plau to market in the immediate fhure, and may be exploratory in nature. 

PRODUCT NAIWE STATEMENTS lNGREDlENT(SITO 
WHlCH THE CLAIM 

REFERS 
m/PM Menopause In a double-blind, cross-over, placebo- Valerian (Valeriana 
FormulaTM* controlled trial, subjective sfeep latency officinaiis) Root Extract 

and wake time after sleep-onset were 
reduced by more than hatf after a 900 
mg dose, with a smaller effect after 450 
mg.* One electroencephalographical 
(EEG) study reported 135 mg of 
aqueous, dried extract of valerian, taken 
three times daily, improved delta sleep 

-___ and decreased stage ? sleep.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 



Zfyou have any questions, please contact Robert Doster, Senior Vice President ofScientific ACairs at 
(920) 406-3608. 

Sincerely, 

Chief’ Financial Officer 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph 920-469-1313 

Fax: 888-570-6460 

EnzymaticTherapy 
NATURAL MEDICINES” 

February I,2004 

O ffrice of NutitionaI Products, Labeling & 
Diet‘ary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 1 (g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currentiy market or 
plan to market in the immediate future, and may be exploratory in nature. 

~PR~DUCT NAME 

AM/PM Menopause 
FormulaTM* 

STATEMENTS 

Recently, two human trials also 
demonstrated that valerian extract 
was effective in improvement of 
sleep structure and perception in 
subjects.* in general, clinical 
studies with valerian extracts 
suggest that the mild sleep-inducing 
effect of valerian decreases steep 
latency and improves sleep quality.* 

T 

officinalisj Root Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

j2f4vk4 
By: 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: a-/l /o ‘// 



Ifyou have any questions, please contact Robert Doster, Senior Vice Presideut of Scientific AfYairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



82s Challenger Drive 

Green Bay, WI  54311.8328 

Ph: 920-469-1313 

Fax: 88%570.646( 

EnzymaticTherapy 
NATURAL MEDICINES’ 

February I, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label CIaims/Disciaimers 

Dear Sir or Madam: 

This letter is to not@ you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a  label that contains 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 1  (g)(i)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessari ly for a  product we currently market or 
plan to market in the immediate future, and may  be expIoratoly in nature. 

PRODlJCT NAME STATENCENTS 

AMIPM Menopause 
FormulaTM* . ! 

In clinical trials, L-theanine causes 
significant increases of certain 
neurotransmitter concentrations in 
brain, which promotes muscle 
relaxation and improves sleep.* 

L-Theanine 

I certifjl that the information contained in this notice is complete and accurate and that Enzymatic 
that the statements are truthful and not m isleading. 

By: 
Robert Doster __ 

Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 
MP~,,M,LW Fnrm~rla dFr 



82s Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax. 888.570.646C 

www.enzy con 

EnzymaticTherapy 
NATURAL MEDICINES” 

February I,2004 

G fftce of Nutritiona Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: LabeI Claims/DiscIaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These chtims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

‘PRODUCT NAME 

/, 

STATEMENTS 

Hops have been used for centuries 
for $astrointestinal health support, 
and have more recently been used 
to support healthy sleep.* 

Hops (Humulus lupulus) 
Flower Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

lf you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3605. 

MichaeI P. Devereux 
Chief Financial O fficer 



EnzymaticTherapy 
NATURAL MEDICINES’ 

February I, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to not@ you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 20 I(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we cunently market or 
plan to market in the immediate f&u-e, and may be exploratory in nature. 

pRODUCT NAME STATEMENTS 

Hops have been demonstrated to 
induce steep.* 

fNGREDIENT~S~T0 
WHICH THE CLAM 

REFERS 
Hops (Humulus lupulus) 
Flower Extract 

I certitj~ that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
-p”pola-c 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 22/l oy 

if you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, F 

825 Challenger Drive 
kJw4P-f 

GreenBay, WI 54311-8328 Michael P. Devereux 
Ph: 920-469-1313 Chief Financial Officer 

Fax: 888-570-6460 

! 

ALA,Ph" h/l+."or\alw~ Vrurnl~la ‘l7+ 

www.enzy.com 



825 Challenger Drive 

GreenBay, WI  54311 8328 

Ph: 920-469-1313 

Fax. 888-570-6460 

www envy tom 

EnzymaticTherapy 
NATURAL MEDICINES@ 

February 1, 2004 

O ffice of Nutritional Products, Label ing 011  
Dietary Supplements, I-IFS 810 
Center for Food  Safety and  Applied Nutrition 
Food  and Drug Administration 
5  100  Paint Branch Parkway 
College Park, MD 20740 

RE: Label  Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825  Challenger Drive, Green Bay, W isconsin 54311 has a  label that contains a  
statement provided by section 403(r)(6) of the Federal  Food,  Dru, * and  Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage: of the exemption to section 2O l(g)( l)(C) of the act and  comply 
with section 403(r)(6) of the act. These claims are not necessarily for a  product we currently market or 
plan to market in the immediate future, and  may be  exploratory in nature. 

L  

- 
PRODUCT NAME 

AM/PM Menopause 
FormulaTM* 

STATEMENTS> 

To  date, there is no  definitive 
publ ished data available to 
clearly describe the process: 
however, forty years of clinical 
studies on  a  standardized black 
cohosh extract show efficacy in 
the relief of hot flashes, profuse 
sweating, occasional 
sleeplessness and  for support of 
mood.* 

REFERS 
Black Cohosh 
(Cimicifuga racemosa) 
Root and  Rhizome 
Extract 

t certify that the information contained in this notice is complete and  accurate and  that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and  not m isleading. 

jLfJ@Lec 
By: 

Robert Doster 
T itle: Senior Vice President of Scientific Affairs 

-.l 




